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Contact person Tina Mason

Date Prepared 14 th December 2010

Trade Name Zest TM Petite Nasal Mask

Common Name Nasal Mask

Classification Non continuous ventilator IPPB
Name (21 CFR § 868.5905, product code BZD)

K083832 Fisher & Paykel Healthcare Zest Nasal Mask

Predicate K092835 Respironics ComfortGel Blue Nasal Mask
Devices

K061236 Fisher & Paykel Healthcare Flexifit HC432 Full Face
Mask (predicate for material biocompatibility)
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5.1 Description

The Zest TM Petite Nasal Mask is a respiratory mask which is non invasive, the
Silicone Seal is positioned over the nose, and it seals on the area around the nose,
and the upper lip. The mask is held on the face with headgear straps. It connects to a
single breathing tube via a swivel adaptor, to receive pressurized gases. On the
mask base are exhalation vents (bias holes) that allow exhaled gases to be
continually flushed and removed to room air. The silicone seal is contoured for
comfort and to reduce leakage.

5.2 Intended Use

The Zest'm Petite Nasal Mask is intended to be used by individuals greater than
661bs (30kg) who have been diagnosed by a physician as requiring CPAP or Bi-Level
Ventilator treatment. The ZestTM Petite Nasal Mask is intended for Single Patient
Use in the home and Multiple Patient Use in the hospital or other clinical setting
where proper disinfection of the device can occur between patient uses.

5.3 Technological Characteristics Comparison

The ZeStTM Petite Nasal Mask is very similar to the predicate Fisher & Paykel
Healthcare ZeStM Nasal Mask. Both masks are for non continuous ventilation, and
deliver CPAP gasses through the nose. The main difference is that the Zest Petite
Nasal Mask is a smaller size than the Zest Nasal Mask. The overall dimensions of
the Zest Petite Nasal Mask are smaller and the silicone seal is smaller. All the
technology, features and specifications are identical. The only difference is that it will
fit patients with smaller faces.

5.4 Nan-clinical Tests

Testing of the ZeStTM Petite Nasal Mask was compared to the predicate Fisher &
Paykel Healthcare ZeStM Nasal Mask for performance and for biocompatibility.
These tests demonstrate substantial equivalence of the Zest TM Petite Nasal Mask to
the predicate mask. Copies of test reports are included in Appendix B.

5.5 Conclusion

The comparison of features, performance, and biocompatibility are identical the
predicate Fisher & Paykel Healthcare ZestTm Nasal Mask (K083832) and the HC432
Full Face Mask (K061*236) for biocompatibility.

The comparison of intended use 661bs (30kg) is identical to the predicate Respironics
Comfortoel Blue Nasal Mask (K092835) and is identical to the Fisher & Paykel
Healthcare ZestTm Nasal Mask (K083832) in terms of Single Patient Use in the home
and Multiple Patient Use in the hospital or other clinical setting.

The Zest TM Petite Nasal Mask is proven to be safe and effective for CPAP and Bi-
level ventilation therapy.
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Ms. Tina Mason
Regulatory Affairs Engineer
F isher & Paykel Healthcare, Limited
15 Maurice Paykel Place
East'Tamraki. Auckland
NEW ZEALAND 2013MIH24201

Re: K103786
Trade/Device Name: ZestTM Petite Nasal Mask
Regulation Number: 2! CER 868.5905
Regulation Name: Noncontinuous Ventilator (IPPB)
Regulatory Class: 11
Product Code: BZD
Dated: Decemiber 20, 2010
Received: December 27, 2010

Dear Ms. Mason:

We have reviewed your Section 5 1 0(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to thle general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRH does
not evaluate information related to contract liability warranties. We remind you, however,
that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class [1 (Special Controls) or class IIJ
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal
Register. 

___
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Please be advised that FDA's issuance ofa Substantial equivalence determination does riot
niean that F DA has made a determination that Your device complies with other requiremetICIs
of the Act or any Federal statutes arid regulations administered by other Federal agencies.
You mlust comply with all the Act's requirements, including, but'not limited to: registration
arid listing (21 CFR Part 807); labeling (21 CER Part 801); medical device reporting
(reporting of medical device-related adverse events) (21 CER 803);- good mianufacturing
practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820);and if applicable, the electronic product radiation control provisions (Sections 53 1-542 of'
the Act); 21 CFR 1000- 1050.

lfyou desire specific advice for your device on our labeling regulation (21 CFR P'art 80 1),
please go to
lttp:// Nwvw fda.L %/buFACiie-~'ie/DR CIHfie/ICII 15809.htni for
the Center For Devices and Radiological Health's (CDRH's) Office of Compliance. Also,
please note the regulation entitled, "Misbranding by reference to premnarket notification"
(21ICFR Part 807.97). For questions regarding the reporting of adverse events Under the
MDR regulation (21 CFR Part 803), please go to
1h t1n: //www fda. gov/Med icat Dev ices/S afe ty/ReportaPro bleni/defaultlit for the CDRI- 's
Office of Surveillance and B iom etrics/Di vision of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (3)01) 796-7 100 or at its Internet address
littp://www7\.f'ca. o/eia~vcsRsucsoro/nut~/ealtlt)

Sincerely yours,

Anthiony Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



SECTION 4 - Indications for Use Statement

510(k) Number

Device Name ZestTM Petite Nasal Mask

Indications for Use:

The Zest TM Petite Nasal Mask is intended to be used by individuals greater than 661bs
(30kg) who have been diagnosed by a physician as requiring CPAP or Bi-Level
Ventilator treatment. The ZestrTM Petite Nasal Mask is intended for Single Patient Use
in the home and Multiple Patient Use in the hospital or other clinical setting where
proper disinfection of the device can occur between patient uses.

Prescription Use V AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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